
INTEGRATIVE THERAPEUTICS INC.” ENZYMATIC THERAPY” 
NF Formulas PhytoPharmica tk 

Tyler Encapsulations Vltaline Formulas PHYTOPHARMICA’ 

ENZYMATIC: ‘THERAPY 

U’hat Belter feral\ hkc!‘” 

- 

9755 SW Commerce Circle, Suite 62 825 Challenger Drive, Green Bay, WI 5431 l-8328 
WilsonwIle, OR 97070 P: 920 469.1313 F: 888.570.6460 (Enzymatic) 

P: 503 582.8386 F: 503 582.0467 I’: 920.469.9099 F 920.469.4418 (Phyto) 

“:i ,,J’J, 27 : 2 :: 7 

June 221, 2005 

Office ofNutrItIonal Products, Labeling & 
Dietary Supplements, HFS 8 10 
Center for Food Safety and Applied Nutrition 
Food and Drug Admmlstration 
5 100 P;amt Branch Parkway 
College Park, MD 20740 

‘) 
Lr 

RE. Label Claims/Disclaimers 

Dear Sir or Madam: 

This letter is to notify you that the following product is Manufactured, Packed, a&or Distributed by Enzymatic 
Therapy, Inc. at 825 Challenger Drive, Green Bay, Wisconsin 543 1 1 has a label that contains a statement provided 
bv section 403(r)(6) of the Federal Food, Drug and Cosmetic Act. Enzymatic Therapy, Inc. wishes to take advantage 
oi the exemption to section 201(g)(l)(C) of the act and comply with section 403(r)(6) of the act. These claims are 
not necessarily for a product we currently market or plan to market in the immediate future, and may be exploratory 
m nature. 

PRODUCT,NAME _, ‘STATEMENTS: INGREDIENT S TOWHICH THE CLAIM 
_’ ‘, ‘Z,.! &EFERS:;i~~~ : :, 

RecancostatB On of the most powerful L-Glutathione, Reduced, AnthoRedoxinTM 
antioxidant inside your body is standardized to contain 10% anthocyanins, 
GSH, which is required by Beet (Beta vulgaris) Root Extract, Bilberry 
both your immune and (Vaccinium myrtillus) Fruit Extract, Black 
detoxification systems.* Currant (Ribes nigrum) Berry Extract, 

European Elder (Sambucus nigra) Berry 
Extract, L-Cysteine .__- 

r 
I certify that the information contained in this notice is complete and accurate and that Enzymatic Therapy, Inc. has 
substantlatlon that the stateme:nts are truthful and not misleading 

By: I 

Robert Doster 
Title: Senior Vice President of Scientific Affairs 

If you have any questions, please contact Robert Doster, Senior Vice President of Scientific Affairs at 
(920)406-3608 

Michael P. Devcreux 
Chief Financial Officer 



INTEGRATIVE THERAPEUTICS INC.” ENZYMATIC THERAPY’ 
NF Formulas PhytoPharmlca & 

Tyler Encapsulations VitalIne Formulas PHYTOPHARMICA’ 

ENZYMATIC 'TH FRAPY 

uhat Better fed ltkc” 

9755 SW Commerce Circle, Sufte B2 
Wilsonville, OR 97070 

P: 503.581.8386 F: 503.582.0467 

825 Challenger Drive, Green Bay, WI 5431 l-8328 
P: 920.469.1 313 F: 888.570.6460 (Enzymatic) 

I’: 920.469.9099 f. 920.469.4418 (Phyto) 

June 23. 2005 

Office of Nutritional Products., Labeling & 
Dietary Supplements, HFS 8 10 
Center for Food Safety and Applied Nutrition 
Food and Drug .4dmimstration 
5 IO0 Paint Branch Parkway 
College Park, MD 20740 

KE: L,abel Claims/Disclaimers 

Dear Sir or Madam 

This letter is to notify you that the following product is Manufactured, Packed, and/or Distributed by Enzymatic 
Therapy. Inc. at 825 Challenger Drive, Green Bay, Wisconsin 54311 has a label that contains a statement provided 
bv section 403(r)(6) of the Fed.eral Food, Drug and Cosmetic Act. Enzymatic Therapy, Inc. wishes to take advantage 
of the exemption to section 201 (g)(l)(C) of the act and comply with section 403(r)(6) of the act. These claims are 
not necessarily for a product we currently market or plan to market in the immediate future, and may be exploratory 
in nature. 

RecancostatB 

STATEMENTS 

Maintain healthy levels of GSH 
and antioxidants inside your 
body is essential to support 
your cellular immune function.* 

INGREDIENT(S1TO:WHICH THEsCLAIM .; ‘,; c -REFERS’ ,,:. 
L-Glutathione, Reduced, AnthoRedoxinTM 
standardized to contain 10% anthocyanins, 
Beet (Beta vulgaris) Root Extract, Bilberry 
(Vaccinium myrtillus) Fruit Extract, Black 
Currant (Ribes nigrum) Berry Extract, 
European Elder (Sambucus nigra) Berry 
Extract, L-Cysteine 

1 certify that the information contained in this notice is complete and accurate and that Enzymatic Therapy, Inc. has 
substantiatton that the statements are truthful and not misleading. 

Bv: -- 
Robert Doster 

Title: Senior Vtce President of Scientific Affairs 

Date --&/23/o-, --. 

If you have any questions, please contact Robert Doster, Senior Vice President of Scientific Affairs at 
(920) 406-3608 

Chief Financial Officer 



INTEGRATIVE THERAPEUTICS INC.- 
NF Formulas PhytoPharmlca 

Tyler Encapsulations Vitaline Formulas 

ENZYMATIC THERAPY” 
& 

PHYTOPHARMICA” 

EN~~~vIATICTH~RA~Y 

w/hat Better fed hke 

9755 SW Commerce Circle, Suite B2 825 Challenger Drive, Green Bay, WI 5431 l-8328 
Wllsonville, OR 97070 P: 920.469.1313 * F 888.570.6460 (Enzymatic) 

P: 503 58.2.8386 F: 503.582.0467 P 920.469.9099 . F: 920.469 4418 (Phyto) 

June 23. 2005 

Office of Nutritional Products, Labeling & 
Ljietary Supplements, HFS 8 10 
(‘enter for Food Safety and Applied Nutrition 
Food and Drug Administration 
5 100 Paint Branch Parkway 
C’ollege Park, MD 20740 

KE. L.abel Clanns/Dtsclaimers 

Dear Sir or Madam: 

This letter IS to notify you that the following product is Manufactured, Packed, and/or Distributed by Enzymatic 
Therapy, Inc. at 825 Challenger Drive, Green Bay, Wisconsin 543 11 has a label that contains a statement provided 
by section 403(r)(6) of the Federal Food, Drug and Cosmetic Act. Enzymatic Therapy, Inc. wishes to take advantage 
of the exemption to section 2Ol(g)( l)(C) of the act and comply with section 403(r)(6) of the act. These claims are 
not necessarily for a product we currently market or plan to market in the immediate future, and may be exploratory 
III nature. 

PRODUCT NAME STATEMENTS 

Recancostat@ Recancostat is the only oral 
source of GSH that’s shown to 
increase your body’s levels of 
this powerful antioxidant and 
substantially support your 
cellular immune response.* 

‘INGREDIENT/S TO’WHICH~XHECI;I;AIM 
,’ ;&Rs- ‘; 

L-Glutathione, Reduced, AnthoRedoxinTM 
standardized to contain 10% anthocyanins, 
Beet (Beta vulgaris) Root Extract, Bilberry 
(Vaccinium myrtillus) Fruit Extract, Black 
Currant (Ribes nigrum) Berry Extract, 
European Elder (Sambucus nigra) Berry 
Extract. L-Cvsteine i.- __- 

I certify that the information contained in this notice is complete and accurate and that Enzymatic Therapy, Inc. has 
e, s re truthful and not misleading. substantiation that vF,t$. 

By: 
Robert Doster 

Title: Senior Vice President of Scientific Affairs 

If’ you havl: any questions, ple.ase contact Robert Doster, Senior Vice President of Scientific Affairs at 
(‘J20) 406-360X 

Smcerelv. 

Michael P. Dev,ereux 
Chief Fmancial Officer 



INTEGRATIVE THERAPEUTICS INC.” 
NF Formulas PhytoPharmica 

Tyler Encapsulations VItalIne Formulas 

ENZYMATIC THERAPY. 
&I 

PHVTOPHARMICA” 

9755 SW Commerce Circle, Suite 82 825 Challenger Drive, Green Bay, WI 5431 l-8328 
Wllsonvllle, OR 97070 P: 920.469.1313 F 888 570.6460 (Enzymatic) 

P: 503.582.8386 F: 503 582.0467 P. 920.469 9099 IF: 920.469.4418 (Phyto) 

- 

June 24. 2005 

Office of NutritIonal Products, Labeling & 
Dietary Supplements, HFS 8 10 
Center for Food Safety and Applied Nutrition 
Food and Drug Administration 
5 100 Pam1 Branch Parkway 
College Park, MD 20740 

RE. Label Claims/Disclaimers 

Dear Sir or Madam. 

This letter 1s to notify you that the following product is Manufactured, Packed, and/or Distributed by Enzymatic 
Therapy, Inc. at 825 Challenger Drive, Green Bay, Wisconsin 54311 has a label that contains a statement provided 
by section 403(r)(6) of the Federal Food, Drug and Cosmetic Act. Enzymatic Therapy, Inc. wishes to take advantage 
of the exemption to section 201(g)(l)(C) of the act and comply with section 403(r)(6) of the act. These claims are 
not necessarily for a product we currently market or plan to market in the immediate future, and may be exploratory 
in nature. 

f 1 
I 

STATEMENTS 

This exclusive patented 
formula contains an effective 
combination of Ingredients to 
maintain the right amount of 
GSH and antioxidants your 
body needs.* 

INGREDIEN~(SITO.~W I, REFERS 
L-Glutathione, Reduced, AnthoRedoxinTM 
standardized to contain 10% anthocyanins, 
Beet (Beta vulgaris) Root Extract, Bilberry 
(Vaccinium myrtillus) Fruit Extract, Black 
Currant (Ribes nigrum) Berry Extract, 
European Elder (Sambucus nigra) Berry 
Extract. L-Cvsteine 

1 certify that the mformation contained m this notice is complete and accurate and that Enzymatic Therapy, Inc. has 
substantiation that the statements are truthful and not misleading. 

+!a!&4 
By: 

Robert Doster 
Title: Semor Vice President of Scientific Affairs 

Date dd b/2 --. 

If you have any questions, please contact Robert Doster, Senior Vice President of S’cientific Affairs at 
(920) 406-3608 

Sincerely, 

Chief Financial Officer 



ENZYMATICTHERAPY 

INTEGRATIVE THERAPEUTICS INC.” ENZYMATIC THERAPY’ 
NF Formulas PhytoPharmica a3 

Tyler Encaprulatlons VitalIne Formulas PHYTOPHARMICA” 

9755 SW Commerce Circle, Suite B2 
Wtlsonwlle, OR 97070 

P: 503.582 8386 F. 503.582.0467 

8215 Challenger Drive, Green Bay, WI 54311 -8328 
P: 920.469.1313 F 888.570.6460 (Enzymatic) 

P: 920 469.9099 F: 920.469.4418 (Phyto) 

June 24,205 

Office ofNutritional Products, Labeling & 
Dietary Supplements, HFS 8 10 
Center for Food Safety and Applied Nutrition 
Food and Drug Administration 
5 100 Paint Branch Parkway 
C’ollege Park, MD 20740 

RE: Label Claims/Disclaimers 

Dear Sir or Madam: 

This letter is to notify you that the following product is Manufactured, Packed, and/or Distributed by Enzymatic 
Therapy, Inc. at 825 Challenger Drive, Green Bay, Wisconsin 543 11 has a label that contains a statement provided 
by section 403(r)(6) of the Federal Food, Drug and Cosmetic Act. Enzymatic Therapy, Inc. wishes to take advantage 
of the exemption to section 201(g)(l)(C) of the act and comply with section 403(r)(6) of the act. These claims are 
not necessarily for a product we currently market or plan to market in the immediate future, and may be exploratory 
in nature. 

; STAV-EMENTS INGRED1ENlYS1TO~WHICHTHE CLAIM 
REFERS’ j ’ 

AnthoRedoxinTM - an exclusive L-Glutathione, Reduced, AnthoRedoxinTM 
standardized to contain 10% anthocyanins, 
Beet (Beta vulgaris) Root Extract, Bilberry 
(Vaccinium myrtillus) Fruit Extract, Black 

1 certify that the information contained in this notice is complete and accurate and that Enzymatic Therapy, Inc. has 
substantiation that the statements are truthful and not misleading. 

Esp: I 
--- 

Robert Doster 
Title: Senior Vice President of Scientific Affairs 

1 f you have any questions, please contact Robert Doster, Senior Vice President of Scientific Affairs at 
(920) 406-3608 

1i2rcJ!! ’ &‘v 
Chief Financial Officer 



. ,’ e? INTEGRATIVE THERAPEUTICS INC.- ENZYMATIC THERAPY’ 

NF Formulas PhytoPharmica 
Tyler Encapsulations Vitaline Formulas 

L 
PHYTOPHARMICA” 

9755 SW Commerce Circle, Suite 62 825 Challenger Drive, Green Bay, WI 5431 l-8328 
WiYsonville, OR 97070 P: 920 469 1313 F: 888 570.6460 (Enzymattc) 

P: 503.582.8386 F: 503.582 0467 P. 920.469 9099 IF. 920.469 4418 (Phyto) 

- 

June 24. 2005 

Office of Nutrltlonal Products, Labeling & 
Dietary Supplements, HFS 8 10 
Center for Food Safety and Applied Nutrition 
Food and Drug Administration 
5 100 Paml. Branch Parkway 
College Park, MD 20740 

IIE: Label Claims/Disclaimers 

Dear Sir or Madam. 

This letter 1s to notify you that the following product is Manufactured, Packed, and/or Distributed by Enzymatic 
Therapy, Inc. at 825 Challenger Drive, Green Bay, Wisconsin 543 11 has a label that contains a statement provided 
by section 403(r)(6) of the Federal Food, Drug and Cosmetic Act. Enzymatic Therapy, Inc. wishes to take advantage 
of the exemption to section 201(g)(l)(C) of the act and comply with section 403(r)(6) of the act. These claims are 
not necessarily for a produlct we currently market or plan to market in the immediate future, and may be exploratory 
in nature. 

PRODUCT NAME 

Recancostat@ 

STATEMENTS 

Glutathione exists in your body 
in both a reduced and oxidized 
state, but it’s the reduced state 
that carries out a broad range 
of important functions 
including detoxification and 
immune function.* -- 

~INGREDIENd(S~T:O.;MHICH~THE~CLAIM ‘_ . REFERS 
L-Glutathione, Reduced, AnthoRedoxinTM 
standardized to contain 10% anthocyanins, 
Beet (Beta vulgaris) Root Extract, Bilberry 
(Vaccinium myrtillus) Fruit Extract, Black 
Currant (Ribes nigrum) Berry Extract, 
European Eider (Sambucus nigra) Berry 
Extract, L-Cysteine 

1 certify that the information contained in this notice is complete and accurate and that Enzymatic Therapy, Inc. has 
substantiation that the statements are truthful and not misleading. 

Hy: ---- 
Robert Doster 

Title: Senior Vice President of Scientific Affairs 

b /24kd- Date: __ ___--- 

1 f you have any questions, please contact Robert Doster, Senior Vice President of Scientific Affairs at 
(920) 406-3608 

Chief Financial Officer 



FNZYMATICTHFRAPY 

INTEGRATIVE THERAPEUTICS INC.” ENZYMATIC THERAPY’ 
NF Formulas PhytoPharmlca c 

Tyler Encapsulations Vitaline Formulas PHVTOPHARMICA” 

9755 SW Commerce Circle, Suite B2 
Wllsonwlle, OR 97070 

P 503.582 8386 F. 503.582.0467 

825 Challenger Drive, Green Bay, WI 5431 l-8328 
P: 920.469.1 313 F. 888.570.6460 (Enzymatic) 

P: 920.469.9099 F. 920.469.4418 (Phyto) 

Office of Nutritional Products, Labeling & 
Dietary Supplements, HFS 8 10 
Center for Food Safety and Applied Nutrition 
Food and Drug Administration 
5 100 Paint Branch Parkway 
College Park, MD 20740 

IIE: Label Claims/Disclaimers 

Dear Sir or Madam. 

This letter is to notify you thai the followmg product is Manufactured, Packed, and/or Distributed by Enzymatic 
Therapy, lnc at 825 Challenger Drive, Green Bay, Wisconsin 543 11 has a label that contains a statement provided 
by section 403(r)(6) of the Federal Food, Drug and Cosmetic Act. Enzymatic Therapy, Inc. wishes to take advantage 
of the exemption to section 20 1 (g)( l)(C) of the act and comply with section 403(r)(6) of the act. These claims are 
not necessarily for a produlct we currently market or plan to market in the immediate future, and may be exploratory 
in nature. 

p 

I 

L- 

” -STATEMENTS 
,, 

AnthoRedoxin and Glutathione 
are also essential to cellular 
detoxification, normal immune 
function, DNA production and 
repalr, and recycling of 
antioxidant vitamins E and C.* 

~INGREDIENT(S)TO:WHICH THE CLAIM _, ,REFERS ,” ‘5 ,: 

L-Glutathione, Reduced, AnthoRedoxinTM 
standardized to contain 10% anthocyanins, 
Beet (Beta vulgaris) Root Extract, Bilberry 
(Vaccinium myrtillus) Fruit Extract, Black 
Currant (Ribes nigrum) Berry Extract, 
European Elder (Sambucus nrgra) Berry 
Extract, L-Cysteine 

1 certify that the information contained in this notice is complete and accurate and that Enzymatic Therapy, Inc. has 
substantiation that the statements are truthful and not misleading. 

By: ..#JJ~~J- _____ 
Robert Doster 

Title Senior Vice President of Scientific Affans 

Date: b 12 Y/of 

It you have any questions, pie,sse contact Robert Doster, Senior Vice President of Scientific Affairs at 
(c)20)406-3608 

Smcerely, r 

/&LJ p &by 
Michael P. Devcreux 
Chief Financial Officer 



INTEGRATIVE THERAPEUTICS INC.- 
NF Formulas PhvtoPharmfca 

ENZYMATIC THERAPY’ 
6r , 

Tyler Encapsulations VItalIne Formulas PHVTOPHARMICA’ 

ENZYMATICTHERAPY 
9755 SW Commerce Circle, Suite 82 

Wilsonville, OR 97070 
P: 503.582.8386 F: 503.582.0467 

825 Challenger Drive, Green Bay, WI 5431 l-8328 
P: 920.469.1313 F: 888.570.6460 (Enzymatic) 

IP 920.469.9099 1 920.469.4418 (Phyto) 

.lune 24, 2,005 

Office of Nutrittonal Products, Labeling & 
Dietary Supplements, HFS 8 10 
Center for Food Safety and Applied Nutrition 
Food and Drug Administration 
S 100 Paint Branch Parkway 
C allege Park, MD 20740 

RE: Label ClatnWDisclaimers 

Dear Sir or Madam: 

This letter is to notify you that the following product 1s Manufactured, Packed, and/or Distributed by Enzymatic 
Therapy, Inc. at 825 Challenger Drive, Green Bay, Wisconsin 543 11 has a label that contains a statement provided 
by section 403(r)(6) of the Federal Food, Drug and Cosmetic Act. Enzymatic Therapy, Inc. wishes to take advantage 
of the exemption to section 20 l(g)(l)(C) of the act and comply with section 403(r)(6) of the act. These claims are 
not necessarily for a product we currently market or plan to market in the immediate future, and may be exploratory 
III nature. 

STATEMENTS 

Supplementing with 
Recancostat helps recycle 
oxidized GSH to its reduced 
state and maintain its 
anticxidant power.* 

’ 

L-Glutathione, Reduced, AnthoRedoxinTM 
standardized to contain 10% anthocyanins, 
Beet (Beta vulgaris) Root Extract, Bilberry 
(Vaccinium myrtillus) Fruit Extract, Black 
Currant (Ribes nigrum) Berry Extract, 
European Elder (Sambucus nigra) Berry 
Extract, L-Cysteine 

1 certify that the information contained in this notice is complete and accurate and that Enzymattc Therapy, Inc. has 
substantiation that the statements are truthful and not misleading. 

By: -- -pJcdL4 ---. 
Robert Doster 

Title, Senior Vice President of Scientific Affairs 

If’ you have any questions, ple,ase contact Robert Doster, Senior Vice President of Scientific Affairs at 
(920) 406-3608. 

Smcerely, F 

/p-t p &f-y 
Mic ae P Devereux 
Chief Financial Officer 



FNZYMKIW: THIxAPY 

INTEGRATIVE THERAPEUTICS INC.” ENZYMATIC THERAPY’ 
NF Formulas PhytoPharmlca 6r 

Tyler Encapsulations VItaline Formulas PHYTOPHARMICA” 

9755 SW Commerce Circle, Suite B2 825 Challenger Drwe, <Green Bay, WI 5431 l-8328 
Wilsonville, OR 97070 P: 920.469.1313 F: 888.570.6460 (Enzymatrc) 

P 503.582.8386 F: 503.582.0467 P: 920.469 9099 F: 920.469.4418 (Phyto) 

.lune 25, 2005 

Office of Nrutritional Products, Labeling & 
Dietary Supplements, HFS 8 10 
Center for Food Safety and Applied Nutrition 
Food and Drug Admmistration 
5 100 Pamt Branch Parkway 
College Park, MD 20740 

RE L&be1 Claims/Disclaimers 

Dear Sir or Madam: 

This letter is to notify you that the following product is Manufactured, Packed, and/or Distributed by Enzymatic 
Therapy. Inc. at 825 Challenger Drive, Green Bay, Wisconsin 543 11 has a label that contains a statement provided 
by section 403(r)(6) of the Federal Food, Drug and Cosmetic Act. Enzymatic Therapy, Inc. wishes to take advantage 
of the exemption to section 2Ol(g)( l)(C) of the act and comply with section 403(r)(6) of the act. These claims are 
not necessarily for a product we currently market or plan to market in the immediate future, and may be exploratory 
in nature. 

PRODUCT NAME STATEMENTS 

RecancostatB helps stabilize 
and maintain beneficial levels 
of reduced GSH.* 

s INGREDIENJ(S)TO:WHlCH JHE CLAIM 
,, ’ REFERS L 

L-Glutathione, Reduced, AnthoRedoxinTM 
standardized to contain 10% anthocyanins, 
Beet (Beta vulgaris) Root Extract, Bilberry 
(Vaccinium myrtillus) Fruit Extract, Black 
Currant (Ribes nigrum) Berry Extract, 
European Elder (Sambucus nigra) Berry 
Extract, L-Cysteine 

1 certify that the mformation contamed in this notice is complete and accurate and that Enzymatic Therapy, Inc. has 
substantiation that the statements are truthful and not misleading. 

Robert Doster 
Trtle: Senior Vice President of Scientific Affairs 

Date: tp hd9df --__~- ---- 

If you have any questions, please contact Robert Doster, Senior Vice President of Scientific Affairs at 
(920) 406- 3608 

Michael P. Devereux 
Chief Financial Officer 



FNZYMATIC THFRApY 

INTEGRATIVE THERAPEUTICS INC.” ENZYMATIC THERAPY” 
NF Formulas PhytoPharmlca 6r 

Tyler Encapsulations 1 VItaline Formulas PHYTOPHARMICA” 

9755 SW Commerce Circle, Suite B2 
Wilsonville, OR 97070 

P. 503.582.8386 F: 503.582.0467 

825 Challenger Drwe, Green Bay, WI 5431 l-8328 
P: 920 469.1313 F 888 570.6460 (Enzymatic) 

I’. 920.469 9099 F: 920.469.4418 (Phyto) 

June 25. 2005 

Office of Nutntlonal Products, Labeling & 
Dietary Supplements. HFS 8 10 
C enter for Food Safety and Applied Nutrition 
Food and Drug Admmlstration 
5 100 Paint Branch Parkway 
i allege Park, MD 20740 

RE: L,abel ClalmsiDisclaimers 

Dear Sir or Madam: 

This letter 1s to notify you that the following product is Manufactured, Packed, and/or Distributed by Enzymatic 
Therapy, Inc. at 825 Challenger Drive, Green Bay, Wisconsin 54311 has a label that contains a statement provided 
by section 403(r)(6) of the Federal Food, Drug and Cosmetic Act. Enzymatic Therapy, Inc. wishes to take advantage 
of the exemption to section 2Ol(g)( l)(C) of the act and comply with section 403(r)(6) of the act. These claims are 
not necessarily for a product we currently market or plan to market in the immediate future, and may be exploratory 
in nature 

F 
RecancostatB 

STATEMENTS 

Reduced GSH - A potent 
antioxidant that detbxifies and 
helps eliminate free radicals.* 
GSH is vital for support of 
immune function and general 
health.* 

---- 

, INGREDIENT(S)TO:sWHICH THEXXAIM 
‘: “. ,:. li “;, JtEFERS 

L-Glutathione, Reduced, AnthoRedoxinTM 
standardized to contain 10% anthocyanins, 
Beet (Beta vulgaris) Root Extract, Bilberry 
(Vaccinium myrtillus) Fruit Extract, Black 
Currant (Ribes nigrum) Berry Extract, 
European Elder (Sambucus nigra) Berry 
Extract, L-Cysteine 

I certify that the information contamed in this notice 1s complete and accurate and that Enzymatic Therapy, Inc. has 
substantiation that the statements are truthful and not misleading. 

ISY. -_~ 
+!JJe&L 

Robert Doster 
Title: Senior VKC President of Scientific Affairs 

If’ you have any questions, please contact Robert Doster, Senior Vice President of Scientific Affairs af 
(020) 406-3608 

bllchael P. Devcreux 
Chief Financial Officer 



ENZYMATIC THERAPY 

INTEGRATIVE THERAPEUTICS INC.- ENZYMATIC THERAPY’ 
NF Formulas PhytoPharmica 6 

Tyler Encapsulations Vltaline Formulas PHYTOPHARMICA” 

9755 SW Commerce Circle, Suite B2 825 Challenger Drive, Green Bay, WI 5431 l-8328 
Wilsonville, OR 97070 P: 920 469.1313 F: 888.570.6460 (Enzymatic) 

P: 503.582.8386 F: 503.582.0467 P: 920 469.9099 1’. 920.469.4418 (Phyto) 

June 27. 2005 

Office of Nutritional Products, Labeling & 
Dietary Supplements, HFS 810 
Center for Food Safety and Applied Nutrition 
Food and Drug Administration 
5 100 Paint Branch Parkway 
College Park, MD 20740 

RE: Label Claims/Disclaimers 

Dear Sir or Madam: 

This letter is to notify you tha.: the following product is Manufactured, Packed, and/or Distributed by Enzymatic 
Therapy, Inc. at 825 Challenger Drive, Careen Bay, Wisconsin 543 11 has a label that contains a statement provided 
by section 403(r)(6) of the Federal Food, Drug and Cosmetic Act. Enzymatic Therapy, Inc. wishes to take advantage 
of the exemption to section 201(g)( l)(C) of the act and comply with section 403(r)(6) of the act. These claims are 
not necessarily for a product we currently market or plan to market in the immediate future, and may be exploratory 
in nature. 

PRODUCT,NAME 

Recancostatm 

STATEMENTS “4NGREDIENT(S)TO~WHICH THE CLAIM’ _’ __ _; 
‘I “REFERS9 

It is essential that your body L-Glutathione, Reduced, AnthoRedoxinTM 
maintain a sufficient amount of 
GSh to support its cellular 
immune function.* 

standardized to contain 10% anthocyanins, 
Beet (Beta vulgaris) Root Extract, Bilberry 
(Vaccinium myrtillus) Fruit Extract, Black 
Currant (Ribes nigrum) Berry Extract, 
European Elder (Sambucus nigra) Berry 
Extract, L-Cysteine 

I certify that the information contained in this notice is complete and accurate and that Enzymatic Therapy, Inc. has 
substantiation that the statements are truthful and not misleading. 

By: 
+!uY!leC 

---- --. 
Robert Doster 

Title: Senior Vice President of Scientific Affairs 

Date. b 127 /p( -- 

If you have any questions, please contact Robert Doster, Senior Vice President of Scientific Affairs at 
(920) 4063608. 

Smcerely, 

Chief Financial Officer 



INTEGRATIVE THERAPEUTICS INC.” ENZYMATIC THERAPY’ 
NF Formulas PhytoPharmica & 

Tyler Encapsulations VitalIne Formulas PHYTOPHARMICA’ 

9755 SW Commerce Circle, Suite B2 
Wllsonville, OR 97070 

P. 503.582.8386 F 503 582.0467 

825 Challenger Drwe, Green Bay, WI 5431 l-8328 
P: 920 469.1313 F: 888.570.6460 (Enzymatic) 

P: 920.469.9099 F 920.469.4418 (Phyto) 

- 

June 27.2005 

Office of NutrItIonal Products, Labeling & 
Dietary Supplements, HFS 8 10 
Center for Food Safety and Applied Nutrition 
Food and Drug Administration 
5 100 Pam]: Branch Parkway 
College Park, MD 20740 

fiE: Label Claims/Disclaimers 

Dear Sir or Madam, 

This letter is to notify you that the following product is Manufactured, Packed, and/or Distributed by Enzymatic 
Therapy, Inc. at 825 Challenger Drive, Green Bay, Wisconsin 543 11 has a label that contains a statement provided 
by section 403(r)(6) of the Federal Food, Drug and Cosmetic Act. Enzymatic Therapy, Inc. wishes to take advantage 
of the exemption to section 20 1 (g)( l)(C) of the act and comply with section 403(r)(6) of the act. These claims are 
not necessarily for a product we currently market or plan to market in the immediate future, and may be exploratory 
111 nature 

L 

PRODUCT NAME 

RecancostatQ 

~-- 

STATEMENTS 

Supplementing with 
Recancostat has been 
clinic:ally shown to increase 
circulating concentrations of 
GSH and promote healthy 
immune function.* 

~~INGREDIENT~S1TO~WHIOH~THE’CLAIM 
,, : :‘REF,ERS ,, ,’ 

L-Glutathione, Reduced, AnthoRedoxinTM 
standardized to contain 10% anthocyanins, 
Beet (Beta vulgaris) Root Extract, Bilberry 
(Vaccinium myrtillus) Fruit Extract, Black 
Currant (Ribes nigrum) Berry Extract, 
European Elder (Sambucus nigra) Berry 
Extract, L-Cysteine 

I certify that the information contained in this notice is complete and accurate and that Enzymatic Therapy, Inc. has 
substantiation that the statements re truthful and not misleading. 

E3y. ---. 
Robert Doster 

Title: Senior Vice President of Scientific Affairs 

Date, Ah2I!bsL-. 

If you have any questions, please contact Robert Doster, Senior Vice President of Scientific Affairs at 
(920) 406-3608 

Michael P. Devereux 
Chief Financial Officer 



INTEGRATIVE THERAPEUTICS INC.” ENZYMATIC THERAPY” 

‘ENZYMATICTHERAPY 

NF Formulas PhytoPharmlca 
Tyler Encapsulations VItalIne Formulas 

(r 
PHVTOPHARMICA” 

9755 SW Commerce Circle, Suite B2 8;!5 Challenger Drive, Green Bay, WI 5431 1 -8328 
Wilsonville, OR 97070 P. 920 469.1313 F: 888.570.6460 (Enrymatlc) 

P 503.582.8386 F: 503.582.0467 P. 920.469 9099 c, 920.469 4418 (Phyto) 

June 2732005 

Office of Nutritional Products, Labeling 81 
Dietary Supplements, HFS 8 10 
Center for Food Safety and Applied Nutrition 
Food and IDrug Administration 
5 100 Paint Branch Parkway 
C ollegc Park, MD 20740 

RE: Label Claims/Disclaimers 

Dear Sir or Madam: 

This letter is to notify you thai the following product is Manufactured, Packed, and/or Distributed by Enzymatic 
Therapy, Inc. at 82.5 Challenger Drive, Green Bay, Wisconsin 54311 has a label that contains a statement provided 
by section 403(r)(6) of the Federal Food, Drug and Cosmetic Act. Enzymatic Therapy, Inc. wishes to take advantage 
of the exemption to section 20 l(g)(l)(C) of the act and comply with section 403(r)(6) of the act. These claims are 
not necessarily for a product we currently market or plan to market in the immediate future, and may be exploratory 

STATEMENTS ,s , :’ 

In a scientific study, oral 
supplementation with 
Recancostat significantly 
increased circulating levels of 
glutathione - the body’s own 
natural antioxidant.* 

INGREDIENT6 TO -WHICH~THE~XXAIM ” 
I :; ;(.‘ . _‘, _’ .,~&ER~,“‘: . ,, : 

L-Giutathione, Reduced, AnthoRedoxinTM 
standardized to contain 10% anthocyanins, 
Beet (Beta vulgaris) Root Extract, Bilberry 
(Vaccinium myrtillus) Fruit Extract, Black 
Currant (Ribes nigrum) Berry Extract, 
European Elder (Sambucus nigra) Berry 
Extract. L-Cvsteine 

I certify that the mformation contained m this notice 1s complete and accurate and that Enzymatic Therapy, Inc. has 
substantiation that the statements are truthful and not misleading. 

Hv. 

Robert Doster 
Title: Senior Vice President of Scientific Affairs 

If‘ you have any questions, please contact Robert Doster. Senior Vice President of Scientific Affairs at 
(920) 406-360s. 

Smcerely, F 

w P&-y Michael P. Devereux 
Chief Financial Officer 



INTEGRATIVE THERAPEUTICS INC.- ENZYMATIC THERAPY’ 
NF Formulas PhytoPharmica 

Tyler Encapsulations VitalIne Formulas 

Ed 
PHYTOPHARMICA’ 

9755 SW Commerce Circle, Suite B2 8;!5 Challenger Drive, Green Bay, WI 5431 1 -8328 
Wilsonville, OR 97070 P. 920 469.1313 F: 888 570 6460 (Enzymatic) 

I’. 503.582.8386 F: 503.582.0467 P: 920.469.9099 f: 920.469 4418 (Phyto) 

.[une 25. 2005 

Office of Nutritional Products, Labeling & 
Dietary Supplements, HFS 8 10 
Center for Food Safety and Aaplied Nutrition 
Food and Drug Administratro.1 
5 100 PamI. Branch Parkway 
College Park, MD 20740 

RE: Label Claims/Disclaimers 

Dear Sir or Madam: 

This letter is to notify you thr: the following product is Manufactured, Packed, and/or Distributed by Enzymatic 
Therapy, Inc. at 825 Challenger Drive, Green Bay, Wisconsin 543 11 has a label that contains a statement provided 
by section 403(r)(6) of the Federal Food, Drug and Cosmetic Act. Enzymatic Therapy, Inc. wishes to take advantage 
of the exemption to section 201(g)(l)(C) of the act and comply with section 403(r)(6) of the act. These claims are 
not necess,arily for a product we currently market or plan to market in the immediate future, and may be exploratory 
II: nature 

-PRODUCT NAME 

RecancostatB 

-- 
STATEMENTS 

AnthoRedoxinTM - An 
exclusive preparation of 
anthocyanins that helps 
protect GSH from oxidation 
and recycles oxidized GSH 
back to reduced GSH.* 

INGREDIENT(S)TO‘WHICH THE CLAIM 
:REF,ERS 

L-Glutathione, Reduced, AnthoRedoxinTM 
standardized to contain 10% anthocyanins, 
Beet (Beta vulgaris) Root Extract, Bilberry 
(Vaccinium myrtillus) Fruit Extract, Black 
Currant (Ribes nigrum) Berry Extract, 
European Elder (Sambucus nigra) Berry 
Extract, L-Cysteine 

I certify that the information contained in this notice is complete and accurate and that Enzymatic Therapy, Inc. has 
substantiation that the statements are truthful and not misleading. 

By, 
#ml!“4 

--__ --. 
Robert Doster 

Trtle: Senior Vice President of Scientific Affairs 

Date: 

lf you have any questions, please contact Robert Doster, Senior Vice President of Scientific Affairs at 
(920) 406-3608 

Michael P. Devereux 
Chief Financial Officer 



INTEGRATIVE THERAPEUTICS INC.- ENZYMATIC THERAPY” 
NF Formulas PhytoPharmlca 6r 

Tyler Encapsulations VItaline Formulas PHYTOPHARMICA” 

9755 SW Commerce Circle, Suite 82 
Wllsonville, OR 97070 

P: 503.582.8386 F 503.582.0467 

825 Challenger Drwe, Green Bay, WI 5431 l-8328 
P: 920.469.1313 F: 888.570.6460 (Enzymatic) 

P. 920.469.9099 F: 920.469.4418 (Phyto) 
ENZYMATICTHERAPY 

- 

June 25, 2005 

Office of NutrItional Products, Labeling & 
Dietary Supplements, HFS 810 
Center for Food Safety and Applied Nutrition 
Food and Drug Administration 
5 100 Pam Branch Parkway 
College Park, MD 20740 

RE: Label Claims/Disclaimers 

Dear Sir or Madam: 

This letter is to notify you thal the followmg product is Manufactured, Packed, and/or Distributed by Enzymatic 
Therapy, Inc. at 825 Challenger Drive, Green Bay, Wisconsin 543 11 has a label that contains a statement provided 
by section 403(r)(6) of the Federal Food, Drug and Cosmetic Act. Enzymatic Therapy, Inc. wishes to take advantage 
of the exemption to section 2C,l(g)( l)(C) of the act and comply with section 403(r)(6) of the act. These claims are 
not necess.arily for a product we currently market or plan to market in the immediate future, and may be exploratory 
11: nature 

PRODUCT NAME 

RecancostatB 

STATEMENTS 

L-Cysteine -An amino acid 
which helps protect GSH and 
functions as a GSH building 
block.* 

INGREDIENTIS)TO~WHICH’THE CLAIM 
REFERS 

L-Glutathione, Reduced, AnthoRedoxinTM 
standardized to contain 10% anthocyanins, 
Beet (Beta vulgaris) Root Extract, Bilberry 
(Vaccinium myrtillus) Fruit Extract, Black 
Currant (Ribes nigrum) Berry Extract, 
European Elder (Sambucus nigra) Berry 
Extract, L-Cysteine 

i certify that the information contained in this notice is complete and accurate and that Enzymatic Therapy, Inc. has 
substantiation that the statements are truthful and not misleading. 

RV 

Robert Doster 
Title, Senior Vice President of Scientific Affairs 

Date: --AS --- 

11‘ you have any questions, please contact Robert Doster, Senior Vice President of Scientific Affairs at 
(920)406-360X 

Sincerely, 

Chief Financial Officer 



(r3, . INTEGRATIVE THERAPEUTICS INC.- 
NF Formulas PhytoPharmlca 

Tyler Encapsulations VItaline Formulas 

ENZYMATIC THERAPY’ 
& 

PHYTOPHARMICA’ 

9755 SW ~Commerce Circle, Suite 62 825 Challenger Drive, Green Bay, WI 5431 l-8328 

W~lsonv~lle, OR 97070 P: 920.469.1313 F: 888.570.6460 (Enzymatic) 
P: 503.582.8386 F: 503.582.0467 I’: 920.469 9099 f: 920 469.4418 (Phyto) 

ENZYMATIC: T~3w3~pY 

- 

June 27.2005 

Office of Nutritional Products, Labeling & 
Dietary Supplements, HFS 8 10 
Center for Food Safety and Applied Nutrition 
Food and IDrug Administration 
5 100 Pamr Branch Parkway 
College Park, MD 20740 

IIE. Label Claims/Disclaimers 

Dear Sir or Madam: 

This letter is to notify you that the following product is Manufactured, Packed, and/or Distributed by Enzymatic 
Therapy, Inc. at 825 Challeng,er Drive, Green Bay, Wisconsin 54311 has a label that contains a statement provided 
by section 403(r)(6) of the Federal Food, Drug and Cosmetic Act. Enzymatic Therapy, Inc. wishes to take advantage 
of the exemption to section 26 1 (g)( l)(C) of the act and comply with section 403(r)(6) of the act. These claims are 
uot necessarily for a product we currently market or plan to market in the immediate future, and may be exploratory 
in nature. 

PRODUCT NAME 

Recancostat@ 

STATEMENTS i : INGREDIENT(S WHlCH,THE CLAtM 
‘. ‘,,REFERS :’ 

Clinically studied for nutritional L-Glutathione, Reduced, AnthoRedoxinTM 
supportbf healthy immune 
function.* 

standardized to contain 10% anthocyanins, 
Beet (Beta vulgaris) Root Extract, Bilberry 
(Vaccinium myrtillus) Fruit Extract, Black 
Currant (Ribes nigrum) Berry Extract, 
European Elder (Sambucus nigra) Berry 
Extract, L-Cysteine _I --- 

I ;erttfy that the information contained in this notice is complete and accurate and that Enzymatic Therapy, Inc. has 
substantiation that the statements are truthful and not misleading. 

By: --. 
Robert Doster 

Title. Senior Vice President of Scientific Affairs 

Date: ib k3lol 

If you have any questions, please contact Robert Doster, Senior Vice President of Scientific Affairs at 
(920) 406-3608 

Sincerely, P 

JkdQLq 
Michael P Devereux 
Chief Financial Officer 



c3 . 
'ENZYMATICTHERAPY 

INTEGRATIVE THERAPEUTICS INC.” ENZYMATIC THERAPY’ 
NF Formulas PhytoPharmlca 6 

Tyler Encapsulations Vitallne Formulas PHYTOPHARMICA’ 

9755 SW Commerce Circle, Suite B2 825 Challenger Drwe, Green Bay, WI 5431 l-8328 
W~lsonwlle, OR 97070 P, 920 469.1313 F: 888.570.6460 (Enrymatlc) 

P. 503.582 8386 F: 503.582.0467 P 920.469 9099 i 920.469.4418 (Phyto) 

.June 27, 2005 

Office of Nutrittonal Products, Labeling & 
Dietary Supplements, HFS 8 10 
Center foi Food Safety and Applied Nutrition 
Food and Drug Administration 
5 100 Paint Branch Parkway 
C’ollege Park, MD 20740 

RE: L.abel ClaimsiDisclarmers 

Dear Sir or Madam: 

This letter is to notify you that the following product is Manufactured, Packed, and/or Distributed by Enzymatic 
Therapy, Inc. at 825 Challenger Drive, Green Bay, Wisconsin 543 11 has a label that contains a statement provided 
by section 403(r)(6) of the Federal Food, Drug and Cosmetic Act. Enzymatic Therapy, Inc. wishes to take advantage 
of the csemption to section 201(g)(l)(C) of the act and comply with section 403(r)(6) of the act. These claims are 
not necessarily for a product we currently market or plan to market in the immediate future, and may be exploratory 
111 nature. 

Oral form clinically studied to L-Glutathione, Reduced, AnthoRedoxinTM 
standardized to contain 10% anthocyanlns, 

I certify that the information contained in this notice is complete and accurate and that Enzymatic Therapy, Inc. has 
substantiation that the statements are truthful and not misleading. 

By: I --. 
Robert Doster 

‘Title: Scmor Vice President of Scientific Affans 

If’ you have any questions, please contact Robert Doster, Senior Vice President of Scientific Affairs at 
(‘120) 4063608 

Sincerely, 

kJ-w!lJw+ 
Michael P Devereux 
Chief Financial Officer 


